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UNITED STAtJ^JEPARTMENT OF COMMERCE 
Patent and Tra^Kiark Office 

ASSISTANT SECRETARY AND COMMISSIONER 
OF PATENTS AND TRADEMARKS 
Washington, D.C. 20231 



Mi 



Francis J. Tinney 
Patent Department 
Warner-Lambert Company 
2800 Plymouth Road 
Ann Arbor, Michigan 48105 



Re: Decision Granting Stay of 
Patent Term Extension 
Certificate for 
U.S. Patent No. 4,376,858 



On September 5, 1995, a petition was filed by Warner-Lambert Company requesting that the 
Commissioner of the Patent and Trademark Office (PTO) suspend publication of a certificate 
of extension for U.S. Patent No. 4,376,858 until after a decision has been reached on a 
petition to the Food and Drug Administration (FDA), filed September 5, 1995, requesting 
reconsideration of the regulatory review period. Petitioner states that FDA f s calculation of the 
regulatory review period for NEUTREXIN is incorrect. In the petition filed in the FDA 
petitioner argues that the dates relied upon in the calculation of the regulatory review period 
are incorrect. 

The FDA published its determination of the relevant dates of the regulatory review period 
for NEUTREXIN in the August 30, 1994 Federal Reeister . 59 Fed. Reg. 44737 (1994). In 
this determination, the FDA recognized that the dates relied upon by Warner-Lambert were 
different from those used in their calculation of the regulatory review period and explained 
why different dates were used. The Federal Register notice also stated: M [a]nyone with 
knowledge that any of the dates as published is incorrect may, on or before October 31. 1994, 
submit to Dockets Management Branch . . . written comments and ask for redetermination." 
(emphasis added) In a letter dated March 22, 1995, the PTO was informed by the FDA that 
the determination of the regulatory review period was considered to be final. 

However, the length the patent term extension is a function of the regulatory review period. 
Accordingly, if the FDA's calculation of the regulatory review period is incorrect, then the 
Patent and Trademark Office's calculation of the patent term extension will also be incorrect. 
The Patent and Trademark Office will not review the FDA ! s decision as to the relevant dates 
of the regulatory review period. Aktiebolaeet Astra v. Lehman . Civil Action No. 93-1431- 
TFH (DC 1994) (PTO has no authority to change the FDA's determination of the regulatory 
review period) (copy attached). However, there is no need to immediately issue a certificate 
of extension and it would be proper to await FDA's decision on the petition for recalculation 
before issuing the patent term extension certificate. 
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In view of the above, the petition requesting a stay of issuance of a certificate of extension in 
U.S. Patent No. 4,376,858 is granted until a decision upon the petition for reconsideration is 
reached by FDA. 



Gerald A. Dost 
Senior Legal Advisor 
Special Program Law Office 
Office of the Deputy Assistant Commissioner 
for Patent Policy and Projects 

(703) 305-9285 




Attachment: Copy of decision in Aktiebolaeet Astra v. Lehman . Civil Action No. 93-1421- 
TFH (DC 1994) (unpublished) 



cc: Ronald L. Wilson, Director 

Health Assessment Policy Staff 
Office of Health Affairs (HFY-20) 
Food and Drug Administration 
5600 Fishers Lane, Room 11-44 
Rockville, MD 20857 



RE: NEUTREXIN 

FDA Docket No.: 94E-0099 
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AKTIBBOLAGET ASTRA, 



FILED 

U.S. PATENT & TRADEMARK OFFICE 
UNITED STATES DISTRICT COURT 1 1 1994 
FOR THE DISTRICT OF COLUMBIA 

NANCY ». M.AYER-WH|niKCTOM 



Plaintiff, 



Civil Action Ho. 
93-1431-TFH 

JUdge THOMAS F. HGOAM 



BRUCE B* LEHMAN, 

Assistant secretary of 
Commerce and commissioner 
of Patents and Trademarks, 

Defendant* 

ORDER 

Upon consideration of COMMISSIONER' S MOTION FOR SUMMARY 
JUDGMENT and the opposition and reply, it is, for the reasons set 
forth in the court 's Memorandum Opinion hereby 

ORDERED, that the Commissioner's motion be GRANTED; and it is 
further 

ORDERED that Aktiebolaget Astra's CROSS-MOTION FOR SUMMARY 
JUDGMENT be DENIED; and it is further 

ORDERED that this case is DISMISSED. 



Date: March /? y f*l994 




THOMAS 
U.S* Distr 



Fred E* Haynos 

Assistant United States Attorney 
555 4th Street, N-W. 
Room 4818 

Washington, D.C. 20001 

Carolyn B. Lamm 
White & Case 

1747 Pennsylvania Ave., N.W- 
Washington, D.C. 20006-4604 
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MR THB DI8TRICT OP COUJHB^y M MAY £fi • ttHH i»U6T0H 



aKTIEBOLAOET ASTRA* 



Plaintiff* 



Civil Jkotioa Ho* 
93-1431-SF8 

judgo THOMAS *. HOSSH 



BRUCE B. IiEHMAN, 

Assistant Secretary of 
S^n^ce and coanissioner 
of Patents and Trademarks, 
Defendant. 

Thia case i* *• on «. ^-tions * or — 

.^ent of ^endont, Secretary of Co- *r=e and 

Li.ai.n~ of Patent* — ^ 

^ow. the court grant* - coroner.* ^ 
Juagnen t and denies ~ 
I. Background 

(a) Statutory FraaeworK 

section ». or t m. 3S of «- onited C -J^" £0r 

^ion of «. -i^X — - a patent covert a p**~t ~ 

^ « of a product that _ — ^^'r^l-^ce, 
.e^atory revieve W - -P«— <* — - "T 1S T 
,.888.) or the Departnent of AgriouWure. as U.S.C, S • 

Lion U. Proves Oat, to 

corona, an exigi^e patent — - — W • — — 

to tne regulatory review period.- ItlW- 
to the reguj. ry buMn bi ological product. 

Per a new drug, antikxotio drag or o _ . , 

. , , of a "testing phase- and an 

the regulatory review period is the mm of a t 9 , 
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. apprwal phase.- The testing P«» is defined a. the period 
bet v^ ^ elective date of the product's — under 
action SO S (i, of the Federal Food 0-,. »d " 
D .S.C. S ».(«. - the filina — « - totiDn ; 7 e 
roA under section SOS of that Act. 35 O.S.C. S ISM,) <« (1 ' • 
^ -approval phase" i. defined - - «- — 
new ^ appXication with the Pood and Dru, Administrate , 
under section 506 of that Act and the appr^al of the dr»a f« 
Retina under that section. S IMM <« « W " ~ 

e^sion period for the product used in the patent at issue* 
^ case, however, include, only one-half of the -testin, pha~. 
^ S »«c, <3> . Thus, the applicable period of e-^ion is the 
su, of the approval phase and one-half of the Mt*. Phase. 

(b) Regulatory FraaeworX ^ 

«,e Coroner, in its brief, describe, the rather involved 
procedures for obtain*, a patent tern extension.' To obtain - 

C t 3 he patent owner «u 9 t ^f^^^^lTv^ 

include, jyitex^Uj, (1) inf^SuiSy for an extension 
Commissioner ^ deteraine eliggl^^ oner ^ ^ 

and (2) information to enable «^|^\ 0 determine the 
secretary of Health and Services 

length of ^.^^Lf^Se application set forth 
PTO's regulation require tnat J^fh c p r 

the relevant regulatory review ww 

S i.740<a) (10) 

Within 60 days after the f JjUw JjJJSgPt. 
£ ^SryTf ^^^Se^ces. ^ H.S.C. 

, ^ doeS not challenge this account of the relevantj 

procedures . 

2 
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application, the Secretary mu»* * . bl regulatory 
application and ^J^dSS / B 5mf»»<^« The 

review Period for the g^Smistoner of the deter- 
Secretary must Inf orm tne ^.oiBmx Regi ster., la- 
mination and publish xt in tne £esstsu. 

The Secretary's responsibilities under 35 U.S.C. 
s 15 6^ave been delegated forth the 

SS 5 . 10 (a) (27) 27. f/^ermining the 

procedures which will ae usea i« _ 60.26. Sectxon 

regulatory review P« D f ^f^L^Ss experts and 
60.20 Provides «»at PDA w^i co^ application, 
records to verify the^dates ass^^^ ^ de< 
Ml S 60.20(a)- ^wlicant and publishes the 

|nA informs PTO and <^ a 2^5SeKr. Id^ SS 60.20(h) 
determination in the Wti JFggg will include not 
ana (O . ^ V^^wlgl S^S Se length of the 
SSi^anHpP^l S «0.20 (c)(7). 

The FDA's regulations also ^C/^od 
aay request for revision g^/^JSUon in the 
determinations within « «JJ « » fda revises its 

r-iml ^A^ilJ the applicant and PTO and 

determination, it will noty y Jh^appx* 

publish the revision in the ff^jgSffttaA 180 days 
Id. S 60.26(a). 

, v™ m» of the length of the. regulatory 
One© notified by FDA of ^^Jj"^ testing and 

review period. r&^deWmination of 

approval phases, PTO ^^ t a J X 0 t^i S Teligi*le, PTO 
eligibility- I ^^! 4 5* t Sr Se^SSodspecified in 35 
must issue an extension for wj. FJJ* .*^ ndar $ 156(c), 

5.S.C. S 156(c). ». w ; - iS'J«^SiSlSiy review period 
the period of extension is the a ^ d ^2£ inin g th* length 
Object to certain reductions. J^SSr^SSif P*r iod 
of an extension, PTO ^f 8 ,? 1 ® STsSSiw of HHS. 3? 
letermined by FDA on ** ^^^ula^ review 

C-F.R. S 1.775 - - . the statute. 35 O.S.C. 

period are made as proviaea in ws o 
S1S6(C), 37 C.F.R. S 1.775(c). 

Sfce commissioner ^ orms^the agUcant of eligibility and 

the length of the ^^J^Z Se'Una! deter*; 
applicant. lit. S 23 lenoth of the extension. 23*. 

ination as to eligibility *nd ^ reQ onsideratian. 

Applicant is allowed a single reqiw^v 
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Commissioner's Brief at 4-7. 
(C) Factual Background 

* hat the material facts underlying this 
The parties agree that the matet 

cOTO plaint are not in dispute. 

« a 915 113 ("the '113 patent" } 
As txa owns U.S. Patent No. 4,215,113 < tn 

1980 The patent claims a method for combating 
issued July 29, 1980. P ^ active ingredient 

viral infections using phosphonoformic acid, th 
of ^ pharmaceutical FOSCAVIR. ^tra Opposition at 4. An 
of the pna™ /mtmD m ) for FOSCAVIR became 

investigational Hew Drug Application < IM> > * o 

winning the testing phase of the 
effective on January 22, 1**7, *f -ing ^ 

reg ulatory review On ^ ^ ^ ^ 

* initiated the submission of its _ «, A*P indicated 
FOSCAVIR. KU* It states that on April 5, X**°, 
jOSCAVIR. Z__ Mi i 2 submission and that it would 

that it had received Astra's April 2 suami 

*«hrm claims that the FDA communicated with it by 
initi**. revx^. Astra claims ^ 

^lephone regarding the NDA submit in - --■«■ 
that it informed the *DA that the final submission of 
pxanned for early September. On September 20, ™ * 
Ltra, the FDA received this final submission. *he - -proved 

„ ^ n s c S 355 on September 27, 1991. 
the NDA under 21 o.s.c. S 

>- 1991 Astra applied for an e*tension of the 

On November 26, 1991, ft 8 **" w 

extension application to 
<113 patent. PTO forwarded a copy of the extensl 

consider Astra's] 

a Though the commissioner f^ ts B Sftinistrative record, 

completeness ♦ 1 
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^ -41 1991. The letter asked for 
tteFO^ letter dated December SI. 

• confirming tnat FOSCAVTR had been subject to a 
assistance in confirming s 156(g) 

Ltorv review period within tb. waning of 35 0-6.C. S IWWI 

j^inar, review indicated that tbe subject ^ a W eared b. 

4n a letter dated February 27, 1992. w» 
The PDA responded in a « 

letter states s 

^ a «d Drua Administration's off icial 

A review of .the ^^^^h^lrodu^vas subject to a 
records indicates ^^^fSTlts commercial i«rJceting 

regulatory ** vx f*J^ v ^ 5 ^S!S. S 3456(a) (4) . Our 
or use, as required _by 35 v.s- » the fixst 

records also 1o *«S*^5iSb o? use of the active 
permitted comnercial marXetwtg or 
Kg^dient, foscamet sodium. 

To. t BDA] was approved °J Septemto«27^i ^Ucation 
Se submission of tb« Sj^rSf-ee"^ » 

on November 26, i* 9 ** J 

U.S.C. tS ] 156(d)(1). -ai-JWU 
Should you conclude that^ ****** accord!^ 

feter^^^ and 

Comm'n Exh. 1 at 140. . w 

„ «,at tbe '113 patent was considered eligible 
PXO determined taat tbe pa 4rtox-a . «» 

for patent term extension and recocted that tbe FDA 
applLbl. relator, — Period » letter ^ • — 

«. l.tt« stated that -a determination bv t tbe »« - the 
^orv revie* period is — ^'^^ ^ 
me r»a determined that tbe total relator* »« 

1<709 day8 . The testing Pbas. was i- « ~ l '" 7 — ^ 
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the approval 37a days. The *DA d«iw- these periods fro. 

th. follow!*, data.* «—T »• '^"^^ " ~ 

applic ation filed with FDA, , septenher 20. 1990 (Astra su^ta 

»™j seotenber 27, 1991 (PDA approves NDA). 
completed NDA to FDA); and September 

te roR ^uhliehed it* detection of th~e -at« i» <** ~« 

d.t«^n.tion. the FDA recognised that Aetra el.*- - earlxer 
date for the submission of the HDA, noting that **tre »<* 
scions on April 2. Apri! 2 5 . septet 10, and 
1,90. at 128,3. ^ «K*T»1 al~ 

Anyone with Knowledge that any ^"sSSS^to 

is incorrect «W, o» «^ e T\«ri*t=n cement* and 
the Docket »anage«ent »anch . . • w«^ interested 

ask for a redetermination. f^J£°^tober 13, 1992, 
person nay petition FDA, on « J*??™ applicant for 

benston^^MfSS^c?^ SI «7 
review period. of 
^ ^ did not r^eet region of the FOA*. 
the relator, review period or the relevant date, nnder 
Ration*, and hv letter dated October ». 19«. «*» 
«. PTO that the FDA considered its r^ul.tory review period 
determination to be final. 3 



— — — . . a*a it "receive any 

» Astra data*. h<^ver, ttat_at ^^^Vf the letter- to 

direct co^^^'.T^dS^^SS Ltoof any U«e itait 
♦tee USPTO. Tne PDA did not dxre^xjr «" * camaissioner disputes 

fo? review « '^f^^Steeiw a^al^ice of tne PDA's 

Astra's suggestion that ^.^^f^^jSsioner's Response ^ats. 
determination at «ie time it was^e. J^SSse ,nust be charged 

6 ■ 
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onte aroend ed its r^tory -view period 

- 6 FDA ' ^ o, 1 711 days, cousin, a 1,33* day 

determination to a total . Reg fi28S 

- _ 373 day approval phase, 
testing phase and a 373 aay 

< 1993) - 4 a «»licable to the '!« P aten * 

M tra req««tea reconsxderatoon or jjuu* «s to 

* «i «> initial submission wws 

the earlier April 2, in ^^tion of «» KDA 

. * «-4*ilv submitted the ***** ****** °* 
applicant initially bum*, however, 

, pvh l at 153-54. *Stra Oi» *«* 

r~: -T~. -..— —-'"* " u -" 

IX. analysis _ <4 . . at**« constitution, 35 

SS 551-706- This Court feas ^ 
§§ 1331 and 1338(a)- 
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x.e court M y grant eu^axy iuo^ent « «»r. are no genuine 
lssues as to ^ fact. - -ving P-ty U entitled to| 

, judgment as a matter of law. Fed. R. Civ. P- 56(c) • *« Pl- 
ease the P-rtie. agree *h« the relevant facts are beyond 
enable dispute. The only option to >e — - ~» « H 
Commissioner or i- -**«- to . > « • * ™~ 

^ parties agree that the dispositive issue i» this case - 

^er the » erred *- * ^ 

,» patent to l,o« days. ^ «— — - 

tissue is di.positiv. of that «ro generaX dilute, »~ «» 
PXO nave authority under 35 o.s.c S XM to review and eet .side a 
4inal determination o £ . regu!.t«y 

or 35 O.S.C. S X 56 (C »de by a delate of the s«»tarv of sM^ 
and Human services, namely, the FDA? 

when revising an agency's construction of a statute it 
administers, if . court determine, that Conors h~ 
spoKen on the precis, gu-ti°n at i~»e. the court-. !•» *« * - 

M .,Jfc H M ** 

.... 83 7, e« (»M, • X» this case the statute is plain. 
35 D . s .c. s x 5 «(d)CX)<c, provides that the Co»ml».i«>er end the 
s^retary of BBS are jointly to deterge the »**>*i*n P-***- 
S explicitly provide, that one component of thxs 

determination, the length of the , ., M l -tnrT mrt«» Pertvd , shaH he] 
calculated by the secretary. After « copy of the extension 
appUcatien is forwarded hy PTO to the appropriate Secretary, -the 

8 
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Sfisss£aB receive the application ^ -lew the dates 
contained in the application purs-ant to paragraph («<« and 

S 156(d) <*><*> (e^i^dded, . — <** tate «"» PlaUlly 

.. „ „ rt «,e pro, must calculate the regulatory 
that the secretary, not toe n», 

review period. -anda" * — <*- *» *»» """"^ 

provide that -Whe long th of the r^ulatory review per** for a 
huMn drug, antibiotic drug or hu»a„ hiologie.1 product will he 
deterged by the Secretary of Health and I~> Service*. 37 
CPS S 1.775(c) .* This unambiguous statutory languace prevails 
* the a~-.ce of clearly e«pree«d Illative intent *« 
contrary. .fcaa,*^**^^^ 

<*ed. dr. « S .) . The Court finds no expression of «ontr«Y 
in either the statute's structure or legislative history. 

TO support its clai. that both the Secretary and the 
Coroner are charged with detaining the « ff U^ review 
^ point, to the fact that 5 IS-WdXC »*t~ . «~ 

an applicant supply such in* or-ation as is '*» «» W * **" 

Co.sis.io~r MS the secretary of Health and ««-» Cervices . . - 

to In h, im TfrtV - ^eion under sosseotlon (g). • • 

35 U.8.C. S 156(d) (1HO (ewhasis «««*«. 156(g). in 

turn, primarily defines the tern "regulatory review * 
s 156tt) . M tra assert,: -congr^s ttat the «P*0 

« Because the 'c^ gl 
unaabiguous. it ^^irtS^atU. of Ss W.S.C. S 156 

.TeXlied E^C-rE TlZwfETk -Wsttle- within the 
BeaSnToi £h£XE2B' «67 v.S. at 843. I 
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vould perxor* .ore than the ministerial act « calculate the 
pension hy halving the testing per** ana addin, the approval 
peri od provided hv the [S ecretaryO" — Oppo S ition at 12. The 
Court is unpersuaded* 

Bespit, the cross-reference Mm. S 1M.W W CO — 
S XseC . Confess — not appear - - 

of extension- and -view period- interchangeably. Section IMC* 
MM each ten. to denote a -if detection end clearly 
defines a role for the ~0 in deter^ th. 

opposed to the regulatory review period. ^ ^ ^«»> 

(Ifaltin, to five years -the pe«od or erten.ion ^ 

, .„„ _ vlew period- when patent »as issued altar 
Ussiajtf the regulatory review per 

enaGtTOttt of S l*. (emphasis added)) - Itio court »ay not expand the 
^io. if narrow, role of the «o prescrihed hy ™- 

^ aiso contends that nothing in S «*<*) (2) (*) -*«*- 
spiles that the Secretary's -initial- <*t«»in,*io» of the 
roguery review period is ^.viewable by the Cc-i-i— 
oppo.i^on at ». contrary to Astr.'. «~rti«. 
„ statute siesta that this determination is « -initial" or 

-interi." drt«-in.tion. conorfedly. a. a P-r-tt ^i" 1 ««- 

, ^ _ . . u—cuy shall determine the 
the congressional command that the Secretary 

regulatory review period doe, not preclude the PTO CM. 
.Utm— — ' » «~ **~ ^na suggestion* ^ 
howev^, that confess intend the statute « per-it 
.elections or the r^ulatory -vie. period is unsupported* 
Xhe w«*n~s of Astra's position is d-onstrated W the fact that 
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„ „ for instance, proviaea that the Secretary's allegedly 
Congress has, for instance, v 

-interim determination he >«U~- in the 

^Uc —tin*. 3, CS-C. S „.«<»«. — - ~ — 

— u— — - — * - ^tr. 

. «. H _ n interim" determination — 
- that could potentially eviscerate the interim 

#w« this ease reoiiirement. It is apparent 
is completely free from this same r«j»^ 

not oenerated the anomalous structure Astra 
that Congress has not general 

a^tes to it. Bather, it to fashioned a ««~ 
t^t cov«n. the coordinated decisie»a*i»» « «~ «— 
^JL ^s avenue. o t revi- no place in th~ 

easily detailed sche-e. There is - conflict the 
statute's structure ana its language. 

BOB t cr.di.le hasis f« It. argument **« artre h» 
£o rwarc is a single passage <* the House Heport discussing section 
15* (e). It states: . 



-tue applicant* 
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«xe applicant- . 4- 

H.K. *ep. Ho. 9 »- 8S 7. .art X, «th Cong.. «• 
1981 D .s.c.c.A.H- 2 ««7, 2675 (e-phasi* added, • This passage 

p«h«p. surest, a gr«*er — * - - ~* * ~ 

^ - ef»t.ute standing alone* s 
Commissioner than does the statute sxawwi 

aroint is underfed, however, hy at least one other portion o^ 
r^Llativ. history. «hl. -° »» « * ^ 

f ro» the Director <* the oongressicnai Budget 0«ic »*— '. 

11 
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The activities described in Title ^^tlraiSn^?] 
^/S^LSSS °lS£ the FDA and the PTO. m 

r elator* / ™>view perl 00 ' ^ " ?™ fDJl uuuld n1~n 

^anu^r « ^loSS ofrS^ifcle 

«. Rep. MO. M -e 5 7. Part II. *8«. Con,., M »«• 33. SB****-* 
1,84 O.S.C.C.A.H. *7«-17 (esphasis added, . *!. passage clearly 
support, the interpretation put forward by the c-issioner. Even 
a3Eumi n, that the legislative history cited by astra is more 
authoritative than that cited by the Commissioner, Astra has at 
Bost demonstrated a possible dissonance ^ Congress thou** 
and its expression. This dissonance, ho-ever, can scarcely be 
e»c-««- into a conflict between the statute's plain language 
and it, legislative history. The court is not free to ignore the 
statute's express terms ♦ 
IXZ* Conclusion 

For the foregoing reasons, the Court holds that the 
determination of the regulatory review period is catted by 
statute to the Secretary of Health and Human Services and PTO is 
not authorized to redetermine or set aside the period determined by 
the Secretary. It cannot be said that the decision denying Astra's 
request for reconsideration was arbitrary, capricious, an abuse of 
discretion, or otherwise not in accordance with law. 
5 U.S.C. S 706(2) (A) . The Commissioner's Motion for Summary 
Judgment is, accordingly granted. 
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„ to Motion «r sugary «- Court'. 

tttlU , t^t it c^ot ^ «-«y -"»*• f * TOr - 

accordingly, »» tion 16 dmiea - ^ 

Date: March _^L» 1994 380HAS F.'I 

U.S. District: Judge 
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